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Figure - i 

Compliance CMS Process Flow 
Physician Recruitment & Data 
Capture 



Compliance CMS Server 
& Data Capture Actions 



Pharmaceutical Sales 
Representative (PHARM) signs 

Physician (PHY) to Regimen 
Compliance initiative for specific 
brand 
( Step 1.01) 



Sales & Marketing Administration 
within Pharmaceutical Co. 
identifies the Physician ME 
Number, Physician Contact 
Information, and Physician 

Location Information (Step 1.02) 



PHARM contacts 
PHY and completes 
all required data 
fields and 
attributes 
{Step 1.02 b) 





Pharmaceutical Company 
transmits all required data 
elements to Compliance 
CMS to include: (Step 
1.03) 

1. Physician Data 

2. Physician Location Data 

3. Brand Data 

4. Brand Contacts 

5. Agency Data 

6. Agency Contacts 




Compliance CMS 
completes import routine 
and populates System 
Database (Step 1.04) 



Compliance campaign \ 
manager completes \ 
manual entry of required 
Information into System / 
Database (Step 1.04b) J 



Fax Report 
Transmission 



Figure-? 
Compliance CMS Process Flow 
Scripting & Survey Data Retention 



Compliance CMS Server 
& Data Capture Actions 



/ Pharmaceutical Co (PHARM) notifies Creative^ 
/ Agency (CRA) and Medical Education Company \ 
(MEDCO) that Compliance Manager will be J 

V conducting Compliance Initiative for defined brand 

V (Step 2.01). 



Pharmaceutical Co (PHARMA), Creative 
Agency (CRA), Medical Education 
Company (MEDCO) and Compliance 
Manager jointly develop brand-specific 
communications to include: 

1) Registration Questions 

2) Registration Scripting 

3) Registration Survey Questions 

4) Brand Questions & Answers 

5) Brand Welcome Kits 



Development, review, and approval 

of Registration Questions to 
include the capture of all Patient 
data fields and attributes. (Step 
2.03) 




Development, review, and approval 
of Registration Scripting. (Step 
2.04) 



Development, review, and approval 
of Registration Survey Questions. 
(Step 2.05) 



Development, review, and approval 
of Brand Q&A. (Step 2.06) 



Process Code File is issued to Creative 
Agency (CRA) / Medical Education Company 
(MEDCO) for personalization process in 
Welcome Kits 



Figure - 3 
Compliance CMS Process Flow 
Patient Registration - Inbound Call 
Flow 



Physician (PHY) diagnoses Patient (PAT) with\ 
specific condition. Physician prescribes defined \ 
brand to Patient to treat condition and makes J 
referral of Patient to compliance initiative. / 
{Step 3.01) 



Compliance Manager 
Professional Services 
(Inbound Support) 



Practitioner Initiates Registration 
Call {Step 3.05) 



Compliance Manager fields 
inbound registration call with 
Practitioner and Patient on call. 




n 3 atient Registers^ 
I Autonomously J 



Brand Welcome Kit 
Issued to Patient 
{Step 3.04) 



Referral 
Acknowledgement 
Signed By Physician 
& Patient 
{Step 3.03) 



Facilitates 
compliance with 
HIPAA 



Registration Welcome Kit Includes: 

1) Copy of Referral Acknowledgement 

2) Overview of Brand 

3) Brand Q&A, Disclosures 

4) Compliance Program Application 

A) Patient Information 

B) Script Questionnaire 

C) Survey Questionnaire 

D) BRE 

5) System Web Registration Site 

6) DVD /CD Presentation on Brand 

7) Predefined Process Code 



Prescription 
issued to Patient 
for defined brandj 

{Step 3.02). 



j System captures 
i follow-up contact day 
j and time for initial 
j prescription 
S confirmation 



(Physician/ \ 
Physician Location ) 
Set-Up Required / 



Practitioner Facilitates Patient, 
Contact, & Pharmacy Data 
Capture (Step 3.06) 



{Step 3.06a) - Patient personal 
information is captured by TSR 
to include: 

1) Brand 

2) Name (First, Middle, Last) 

3) Address 

4) City, State, Zip 

5) Home Telephone 

6) Work Telephone 

7) Fax Telephone 

8) E-Mail 

9) Birth date 

10) Gender 



{Step 3.06b) - Capture of 
Patient's desired contact date / 
time / channel to include: 

1) Live Call Contact Time 

2) Live Call Contact Day 

3) IVR Call Contact Time 

4) IVR Call Contact Day 

5) E-Channel Flag 

6) Opt Out Date 

7) Opt Out Reason 




Pharmacy 
Set-Up 
Required 



{Step 3.06c) - 

Capture of 
PharmacyDa^^ 

"YES =3 



{Step 3.07) - Capture of Script 
Survey Answers from Patient 
(Customized Based on Brant 



3t~&] 

mt J- 

m 



{ Step 3. 08) - Ca pture of Auto j 

Refill Requirements J- 
(Customized Based on Bran^M 



Compliance CMS & Data 
Capture Actions 



Compliance 
Contact 

Management 
System 

Application 
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Retrieval of 
physician data 
via process code 
retrieval 




Data Capture 
within CMS 
application via 
web-enabled 
forms 



Application Dealer 
Locator Function - 
Retrieval of Pharmacy 
Data 




Data Capture 
within CMS 
application via 
web-enabled 
forms 




Figure -4 
Compliance CMS Process Flow 
Patient Registration - Direct Mail 
Self Registration 



Physician (PHY) diagnoses Patient (PAT) with 
specific condition. Physician prescribes defined 
brand to Patient to treat condition and makes 
referral of Patient to compliance initiative. 
(Step 4.01) 




f 3 atient Completes DM\ 
I Program Application J 



Brand Welcome Kit 
Issued to Patient 
(Step 4.04) 



Referral 
Acknowledgement 
Signed By Physician 
& Patient 
(Step 4.03) 



Facilitates 
compliance with 
HIPAA 



Registration Welcome Kit Includes: 

1) Copy of Referral Acknowledgement 

2) Overview of Brand 

3) Brand Q&A, Disclosures 

4) Compliance Program Application 

A) Patient Information 

B) Script Questionnaire 

C) Survey Questionnaire 

D) BRE 

5) System Web Registration Site 

6) DVD /CD Presentation on Brand 



Prescription 
issued to Patient 
for defined brand, 

(Step 4.02) 



System captures 
follow-up contact day 
and time for initial 
prescription 
confirmation 



Compliance Manager 
Professional Services 
(Direct Mail Return) 



Compliance Manager reviews direct 
mail registration for completeness 
(Step 4.05) 



If complete, data entry processes 

are executed; If incomplete, 
outbound call is placed to Patient to 
resolve outstanding data elements. 




(Physician / \ 
Physician Location ) 
Set-Up Required / 



Patient, Contact, & Pharmacy Data 
Capture 



(Step 4.06a) - Patient personal 
information is captured to include: 

1) Brand 

2) Name (First, Middle, Last) 

3) Address 

4) City, State, Zip 

5) Home Telephone 

6) Work Telephone 

7) Fax Telephone 

8) E-Mail 

9) Birth date 

10) Gender 



(Step 4.06b) - Capture of Patient's 
desired contact date / time / 
channel to include: 

1) Live Call Contact Time 

2) Live Call Contact Day 

3) IVRCall Contact Time 

4) IVR Call Contact Day 

5) E-Channel Rag 

6) Opt Out Date 

7) Opt Out Reason 




C Pharmacy 
Set-Up 
Required 



(Step 4.06c)- 

Capture of 
Pharmacy 



_£1 



YES — I 



(Step 4.07) - Capture of Script & 
Survey Answers from Patient DM 
Piece (Customized Based on a 
Brand) jflj 



(Step 4.08) - Capture of Auto 
Refill Data from Patient DM Piece 
(Customized Based on Bram 



ecej 

m 



Compliance CMS & Data 
Capture Actions 



Compliance 
Contact 

Management 
System 

Application 



Z 



Retrieval of 
physician data 
via process code 
retrieval 




Data Capture 
within CMS 
application via 
web-enabled 
forms 



Application Dealer 
Locator Function - 
Retrieval of Pharmacy 
Data 



(Data Capture 
within the CMS 
application via 
web-enabled 
forms 




Figure - 5 
Compliance CMS Process Flow 
Patient Registration - Web- 
Based Self Registration 



Physician (PHY) diagnoses Patient (PAT) with\ 
specific condition. Physician prescribes defined \ 
brand to Patient to treat condition and makes 
referral of Patient to compliance initiative. / 
(Step 5.01) / 




Patient Completes^ 
Web-Based J 
Registration y 



Brand Welcome Kit 
Issued to Patient 
{Step 5.04) 



Referral 
Acknowledgement 
Signed By Physician 
& Patient 
{Step 5.03) 



Facilitates 
compliance with 
HIPAA 



Registration Welcome Kit Includes: 

1) Copy of Referral Acknowledgement 

2) Overview of Brand 

3) Brand Q&A, Disclosures 

4) Compliance Program Application 

A) Patient Information 

B) Script Questionnaire 

C) Survey Questionnaire 

D) BRE 

5) System Web Registration Site 

6) DVD / CD Presentation on Brand 



Prescription 
issued to Patient 
for defined brandy 

(Step 5.02) 



\ System queues j 
i follow-up call with j 
Patient 




: 



System captures 
follow-up contact day 
and time for initial 
prescription 
confirmation 



Compliance CMS 
Registration Site 
Actions 



Patient accesses Compliance CMS 
Website 



Patient is issued a unique ID and 

password upon entering the 
registration process. (Step 5.05) 




Patient receives 
entry error and is 
prompted to contact 
his/her Physician 



Patient, Contact, & Pharmacy Data 
Capture 



(Step 5.06a) - Patient personal 
information is captured to include: 

1) Brand 

2) Name (First, Middle, Last) 

3) Address 

4) City, State, Zip 

5) Home Telephone 

6) Work Telephone 

7) Fax Telephone 

8) E-Mail 

9) Birth date 

10) Gender 



(Step 5.06b) - Capture of Patient's 
desired contact date / time / 
channel to include: 

1 ) Live Call Contact Time 

2) Live Call Contact Day 

3) IVRCall Contact Time 

4) IVR Call Contact Day 

5) E-Channel Flag 

6) Opt Out Date 

7) Opt Out Reason 




Unable to 
Locate 
Queue 



(Step 5.06c)- 

Capture of 
PhamiacyDati^ 

-YES=I 



(Step 5.07) - Capture of Script & 
Survey Answers from Patient * 
(Customized Based on BrandJ^ 



(Step 5.08) - Capture of Auto 

Refill Data from Patient * - 
(Customized Based on Brand^ 



Compliance CMS Server & 
Data Capture Actions 



Compliance 
Contact 

Management 
System 
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Retrieval of 
physician data 
via process code 
retrieval 




Data Capture 
within CMS 
application via 
web-enabled 
forms 



Application Dealer 
Locator Function - 
Retrieval of Pharmacy 
Data 




Data Capture 
within CMS 
application via 
web-enabled 
forms 




Figure -6 

Compliance CMS Process Flow 
Patient Contact Management - 
Compliance Initiative Execution 



Compliance 
Contact 

Management 
System 



Compliance Contact Management System 



Database engine reviews all patient records 
for a defined brand to determine if record is 

scheduled for contact as instructed by 
patient in registration process. (Step 6.01) 



Compliance CMS Engine completes nightly 
processing routine in which date and time 
fields of all patient records are reviewed: 

1) Live Call Contact Time 

2) Live Call Contact Day 

3) IVRCall Contact Time 

4) IVR Call Contact Day 

5) E-Channel Flag 

6) Opt Out Date 

7) Opt Out Reason 




Scheduled Brand 
Touch Scripting 



Scripting & Survey 
Material Is Selected 
Based on Brand & 
Time Parameters 



Scheduled Brand 
Touch Survey 
Questions 



Scripting & Survey 
Material Is Selected 
Based on Brand & 
Time Parameters 



Scripting & Survey 
Material Is Selected 
Based on Brand & 
Time Parameters 



Text Scripting Is 
Selected Based on 
Brand & Time 
Parameters 



Da/7y Contact 
File Uploads 



Touch History Table is updated to reflect new 
contact file for each respective patient to include 
scripting, survey (Step 6.08) and disposition / 
contact results (Steps 6.11-6.14) 




Patient personal contact information is 
queued to include: (Step 6.04) 

1) Brand 

2) Name (First, Middle, Last) 

3) Address 

4) City, State, Zip 

5) Home Telephone 

6) Work Telephone 

7) Preferred Telephone Flag 

8) Fax Telephone 

9) E-Mail 



Patient File, Scripting, and 
Survey are processed and 
queued either at Service 
Bureau or Internal 
Operation 
(Step 6.09) 



TOUCH CAMPAIGN EXECUTION 



Live Outbound Call Campaign (Step 6. 10 a) 
IVR Outbound Call Campaign (Step 6. 10b) 
E-Mail Blasts (Step 6.10c) 
DM Campaign Drops (Step 6. 10d) 



LIVE CALL 



Call Completion - 
Update Database with 
All Response Data 
(Step 6.14a) 




IVR 



IVR Message Delivered 
-Update Well Touch 
Database (Sfep 6. 13a) 



DM 



DM Received - Update 
Well Touch Database 
with All Response 
Data (Step 6.12a) 



IVR 



Unable to Contact 
Dispositions 
(Step 6.13b) 



E-MAIL 



E-Mail Delivered - Update 
Well Touch Database 
(Step 6.11a) 



DM 



DM Returned as 
Unable to Deliver - 
Update Well Touch 
Database (Step 6.12b) 



E-MAIL 



E-Mail Returned as Unable 
to Deliver - Update Well 
Touch Database (Step 
6.11b) 




Flaure -7 
Compliance CMS Process Flow 
Patient Auto Refill Functionality 



Compliance CMS Engine 
Processing 



(Steps 3.08, 4.08, 5.08) - Capture of Auto 
Refill Data from Patient 
(Customized Based on Brand) A 



Compliance 
Contact 

Management 
System 




YES 



Brand Dosage 
Requirements (Step 7.02) 



Confirmation of Dosage 
Requirements: 

1) Dosage Measurement 
(# of mg, tbsp, etc) 

2) Dosage Duration 
(# of days) 

3) Dosage Frequency 
(# of Doses Per Day) 




<YES 




No Data CaptureN 
Required J 



No Data Capture 
Required 



Prescription Auto Refill Payment Processing (Step 7.03) 




Confirmation of Credit Card Payment Processing Data: 

1) Credit Card Issuer 

2) Credit Card Number 

3) Expiration Date (MM/DD/CCYY) 

4) CW2 Number 

5) Card Type (Discover, Mastercard, VISA, American Express) 



Auto Refill Processing - Compliance CMS (Step 7.04) 



Database engine reviews all patient records for a 
defined brand to determine if a record is scheduled 
for an auto refill based on calculated refill. 

(Calculation is facilitated by population of a brand 
specific trigger day. This trigger day defines the 
number of days before the dosage duration maturity. 
As an example, if the trigger day is 9 days and the 
dosage duration is 30 days, the auto refill submit will 
occur at 21 days) 



Step 7.04a 




Patient record is selected and 
compiled in batch format. Batch 
file is created in processor 
format and encrypted. (Step 
7.05a) 



Batch file is submitted 
to and processed by 
payment processor via 
IC Verify for 
processing. 
(Step 7.05b) 



Payment Posting 



Transaction codes are posted to 
Well Touch Database. 
Processed funds are posted to 
fiduciary account. (Step 7.05c) 



Decline J — Approval 
J 



Patient record is selected and 
compiled in batch format by 
Pharmacist / Pharmacy location. 
(Step 7.06a) 



Refill Transaction Flow (Step 
7.06b) 



Patient refill order transmitted via 
designated channel: 

1) E-Mail /Electronic File 

2) Fax 

3) Live Call by Well Touch Agent 

I 



Refill Confirmation (Step 7.06c) 



Pharmacy transmits confirmation of 
delivery via defined channel: 

1) E-Mail / Electronic File 

2) Fax 



Record is 
queued with 
declined patient 
payment file - 
live call is 
placed to 
patient to 
discuss auto 
refill payment 
(Step 7.05e) 



Approved 
record is 
processed for 
auto refill 
process. Funds 
held until 
confirmation is 
received (Step 
7.05d) 



Remittance and 
reconcilement 
reporting is 
processed to each 
respective Pharmacy 
based on confirmed 
retrieved orders. 
(Step 7.0< 



Figure - 8 
Compliance CMS Process Flow 
Patient Compliance Reporting 



Compliance 
Contact 

Management 
System 



Compliance 
Reporting Data Mart 



Secured Access with 
unique User ID & 
Password 



Physician 
Interface 




Secured Access with 
unique User ID & 
Password 



Pharmaceutical \^ 
Company 



Secured Access with 
unique User ID & 
Password 




reative Agency 
/ Medication 
Education Co 



Physician Reporting: 



1) Compliance Status By Patient 

2) Contact Status by Patient 

3) Summary Statistics for All Respective 
Patients' of Physician: 

- Registration Results 

- Patient Attrition 

- Renewal Results 



Reporting for Pharmaceutical 



Company; 



1) Registration Statistics By Sales 
Representative, Territory, & Physician 

2) Contact Campaign Statistics By Sales 
Representative, Territory, & Physician 

3) Aggregated Patient Statistics By Zip Code 

4) Aggregated Renewal Statistics By Sales 
Representative, Territory, & Phy^ician^ 




Reporting for Creative Aoencv / Med Ed: 



1) Registration Statistics By Sales 
Representative, Territory, & Physician 

2) Contact Campaign Statistics By Sales 
Representative, Territory, & Physician 

3) Aggregated Patient Statistics By Zip Code 

4) Aggregated Renewal Statistics By Sales 
Representative, Territory, & Physician 

5) # E-Mail / Text Messages 

6) # of Calls Placed / Contacts Statistics 

7) Psychodemographic Statistics 

8) # of BRC / BRE Responses 

9) Survey Results By Question 

10) Drop /Add Statistics 



Figure -9: Compliance Campaign Process Flow 
Executive Summary - Communication Diagram 
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Figure - 10: Compliance CMS Application 
Data Retention Process Touch Points 




Figur -11: 
Compliance CMS 
Technical Processing Flow 
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Patient 
devices 
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PDA and docking 
station 



System Memory 




ROM Memory 



BIOS 



RAM Memory 



Program 
Data 
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Program 
Modules 



Operating 
System 



Application 
Program 
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Processing 
Unit (CPU) 



f telephone 
I network 



Network 
Router 
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Video 
Adapter 



Telephone 
Network 
Interface 



Computer 
Network 
Interface 
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Optical Disk 
Interface 







Floppy drive 



Optical drive 
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